Design of internal quality control for reference value studies.
Internal quality control should assure that the desired quality goals are achieved during reference value studies. Quality goals are often stated in the form of allowable limits of error, such as an allowable total error or an allowable bias. For reference value studies, it may be more appropriate to utilize a goal for allowable bias. In either case, it is possible to calculate a metric in the form of the critical systematic error that can be used to guide selection or design of the internal quality control procedure. A graphical tool, called the critical-error graph, facilitates the selection by superimposing the calculated critical systematic error on the power curves of different control rules and numbers of control measurements. Examples are provided to illustrate the calculation of the critical systematic error from both an allowable total error goal and an allowable bias goal, using figures from an extensive tabulation of available total error and bias goals.